Tfarprt $, sl.qrr.-33004/92 


REQ& No. D.L -33004/M 




3TRHwWI5r 

t£he ©alette of tSfndia 


3nTTtITW 

EXTRAORDINARY 


ift n—3—r*r-*v» (i) 

PART II—Section 3—Sab-section (J) 

srrfmsrr iretfatr 
PUBLISHED BY AUTHORITY 


267 J if flrytft, ^WTT, Off 17, 1992/vqrz In, 1914 

No. 267] NEW DELHI, WEDNESDAY, JUNE 17, 1992/JYAISTHA 27,1914 


ri »m ^ tawr tfwr *1 irft I* fatnf fa oj @m*r tfawr at ^ # 

r»T wt tfa 

Separate Paging is given to this Part in order that it may be filed as n 

separate compilation 


ito wff TfairtT orwr»r *Nrwtr 

(w^-fewr) 

wfegw 

*rf forit, 17*5, 1992 

flT.Pi.fe, 597 (*t):— strife siri mrrao writ few, 1945 
pt «ftr Tfe $ far ffm fewf pt t 3 «p jrrw, strife 
sftr wtw writ 1940 (1940 pt 23) si ura 12 

•ftT OTTT 33 cfelWJW, 'RTOT PTPIT % *PTOT sffe pfriTTT 
p?wt WdifiM (wtot fewr) sff pfe^wTm.PT.fe. #. 647 

( 1 ). tfTftw 25 WPJTT, 1991 % Wtffe PR?T % WRT, WTOTW 

m 2, *tfr 3, to (i), wfrr 25 wpjtr:, 1991 ^sjprfw 
fw wt *47. Pro# w *rit mlwff it w% wrfeir ffe 
sft wiwt «ft, feft frrft'j it fared ife <.ma d srfdt, fare# 
tot nfeqw drfass d d ^ >rf d, erre fd 
si wftr si wiN % r if wfar dc qprc dl nr; «t 1 

sftr 3 W 3 tv'TOF, 1992 d OMfll d 3 W*a PTT 

firiT W 1 «TT I 


^ 3PP STT ¥T fewf * WET if «TWT it JTW WSfef/wrif 
^ WKVTX 1 fdlTT PT farer |; 

^ OT < iwrt, strife sfa wm writ tftrfew, 
lyio (1940 pi 23) d «rcr i2dc wr 331KT wdirfewf 
pt wri pd gir dc strife wpdd wrrfpir d# 1 crennf 
^ »fa wm writ few, 1945 pr dc 
^ ptI % % fererfefdr few iTTrir |, Wj:— 

1 (1) d fewr pt sfere pr- dris sftc wiw *mrit 
(frewT riifhsrr) riw, 1992 | 1 

( ^ ? * 3 rft(T # Of TOT -T?WTf ^ 

2 strife aftr wtijst mmft Pm, 1945 it, Pm 96 

% vriw (1) it, sri (w) * ^T<jr (10) * ^ 

TT^aT %trr ' 7 iiTnn ; : _ 

(11) ^ft m fefefefe ^ pfefepr, oft pt ffefet p njfer 
T{ 5 Hfe m fedt wft ttffm l fe^rfer^ ^ ^ 
•^wfein 
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tarif warn faftaT $, fan ^ *** ^ ^ *f>t ^ 
wtv j w h re faT fwt tfr Vf?rf if lfr.Tft. ft ** *ff 
»fa ifr w frfaf * fafr fa*f TT qjffa ^ ml $ Pm 
ntff .nfar, mfq ;— 

RNI ihmTfT, 4118*. uni i'nni, irrffc-vrfWWira, 

ffrtw, «wfaU'W 5 T, v^W^taT^-TtrfV, WWTTrfrHt, Hwiq- 

rmv, iwmtft,faTTiHr wfaFimt afrc ‘V 'fa' 

"w” * urii wfrirtf rtf ^ *faffat fa tf * ^afafw 
ftf a wrrT f tt iff, 

«rr*j w it ^ wir frwfrrffa ^r fR:— 

(v) sfaY iwt ffa wwffa fafaffat- 
(m) irf i rnffr % ffa wrwffa frfarffat; 

(i) fa fa fa Pul tftr fa tft, 

(a) in ftfrffat fa tfw, aw fffa i’R TTPfar ^rinr 
^ ffa Tnaffa frfrffat i” 

[a. *w-mi 4 /i/ 8 »-tf *pr ^ fa tf-fa.q.] 

if.nr. amt, rfrw rrffa 

l^n;_ wfrfir wfr jwttt rfar frru «4i, i-*-76 wffl 
(fitflnr ai i ww *tfr iffaTT wm (wtwi ffaw) ma 
i fanji rfufir wftr um rfat, afiffaa *fa frrr (tf.rfr 
ir.nr.) ir aPwfai t *fafa** | i imaT^ aw fafati 
w * tww ww-i, «a(s)(i) if snrffa fawfaffa wfa- 
fTTlWfim faffat ffaw^ |:— 

1. aT.aT.fa. lJ 41 ITfa 6 - 10-1979 

2. ar.ar.fa. m» rfar e-10-1979 

3. r.ir.ft. msirfar «-io- 7 » 

4. ar.ar.fa. ii«i irflw ia-io -89 
s, aT.ar.fa. 436 WTila 19-4-90 

C. irir.fr. 77 »ir*w 2 «* 7 -se 

7, ar.ar.fa. » 4 »(a) rtfi 22-9-so 

I. aT.ar.fa. m(i) rtf* *-ij -80 
i. ir.iT.fr. «»i (a) rrtfi m-so 

i*. ar.ar.fa. «si (a) wrtfi i-i*-et 
n. ar.ar.fi. 27(a) irtfw 17-1-81 

12. iT.ir.fr. 47 » (a) artra «-s-»i 

13. ar.ar.fa. i»-2-»2 

14. it. iT.fr. 4*2 (a) arfa 

ij. it, iT.fr. n*(a) arila 2 »- 7-82 
i«. aT.ar.fi. 11(a) arfra i«- 7 -»i 
17. ar.ar.fi. »i#(a) wrtfi 1-1-84 
is. aT.aT.fi. »si(a) «Ttfi s-j- 84 1 

II. aT.at.fi. 4 «#(a) wrtfi 20-8-34 
3#. aT.aT.fr. 487 (a) mtfi 2 - 7-84 

21. aT.ar.fr. s*(a) wrtfi is-j-ss 

22. ar.ar.fr. 788 (a) wrtfi 10-10-83 
28 . ar.ar.fr. 17(a) wrtfi 7 - 1-84 
34. aT.aT.fr. i« 4 »(a) wffa 29 - 1-86 
3i. aT.ar.fr. ie«o(w) WTtfi 5-9-se 

as, aT.ar.fr. ni»(a) artla ao-s-ee 

at. ar.ar.fi. 71(a) arfa it-1-87] 


28. aT.ar.fr. 570(a) Tifra 12-6*87 

2P. TTT.aT.fr. 626(a) mffT3 2-7-87 

30. Tn.aT.fr. 792(n) nrffrr 17-9-87 

31. nT.aT.fr. 37i(n) infra m-3*8s 

32 . nT aT fi. 75 (ar) nfrir 2 - 0-88 

33. nT.aT.fr 675(31) nrfrsr 2-6-88 

34. nr. ar.fr. 676(a) nrfri 2- 6- 88 

35. nT.aT.fr, 677(n) infra 2-0-88 

36. nr.ar.fr. 68i(n) nrfrrr 9-6-ss 

37. nr.aT.fr. 735(a) nrfrj 24-«-88 

38. m.aT.fr. 813(a) nrfrs 27-7-8S 

39. nr aT.fr. 944(a) nfra 21-9-88 

40 . nr.aT.fr, 43 (a) nrfr* 20 - 1-39 (afar*) 

41. nT.aT.fr. 44(a) nrfra 20-1-89 (^Pim) 

42. nr.aT.fr. 100(a) nfra 14-2-88 

43. nr.aT.fr. 443(a) nrfra 12-4-89 

44. nT.ar.fr. 588(a) nrfra 2-6-89 (wfa'T*) 

43. *T.*T.fr. 691(W) m?TV 11-7-89 

40. ¥T.*r.ft\ 784(<7) mftV 28-8^89 

47. qT,a5T,fa\ 16(V) 10-1-90 

48. 731 (*r) ^rKt^r 23-8-90 

49. tfl\ 5 vrfa\ 86«(<7) 25-10-90 

50. vj.wr.ft. n(«r) ?n%r 7-1-91 

51. VT.fr. 223(v) ffnttv 19-4-91 

52. VT.fr. 24G(u) mftV 1-5-91 

53. rn.VT.fr. 301 (*r) ni-dv 7-6-91 

54. OT.VT.fr. 302(^) OTTVV 7-6-91 

55. OT.VT.fr. 49l(ff) fTlffaf 25-7-91 

56. OT.VT.fr. 495(W) WT^ 2 5-7-91 

57. OT.VT.fr. 532(<7) mft* 14-8-91 

58. OT.VT.fr. 626 (v) OTftV 14-10-91 

5 9- OT.VT.fr. 668(^7) 7-11-91 

go, OT.VT.fr. 73o(*r) mffar 10-12-91 

MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health) 

NOTIFICATION 
New Delhi, the 17th June, 1992 

G.S,R. 597(E).—Wherca* a draft of certain rules further 
to amend the Drugs and Cosmetics Rules, 1945, was published, 
a« required by sections 12 and 33 of the Drugs and Cosmetics 
Act, 1940 (23 of 1940), under the notification of the Govern¬ 
ment of India, i'n the Ministry of Health and Family Wel¬ 
fare (Department of Health), G.S.R. No. 647 (E), dated the 
25th October, 1991, in the Gazette of India, Extraordinary, 
Fart, II, Section 3, Sub-section (i), dated the 25th October, 
1991 inviting objections and suggestions from all persons 
likely to be affected thereby before the expiry of a period of 
sixty dayti from the date on which the copies of the Official 
Gazette containing the said notification were made available 
to the public. 

And wbtreas the said Gazette was made available to the 
public on 3-12-1991. 

And wbereaa the objections [suggest ions received frem the 
public on the said draft rules have been taken into considera¬ 
tion by the Central Government; 
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['ATT II—<3T 3(i) ] 


NoWj tlicrcfoie, in exercise of the powers conferred by 
■sections 12 and 33 of 1 he Drugs and Cosmetics Act, 1940 
(23 of 1940), the Central Government, after consultation 
with the Drugs Technical Advisory Board, htieby makes 
the following rules further to amend the Drugs und Cosmetics 
Rule',, 1 y45, namely : — 

1. (1) These rules may be called the Drugs and Cosmetics 

(Third Amendment) Rules, 1992. 

(2) They shall come into force after six months from 
the dae of (heir publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945. in rule 96 in 
Mib-rulc (1), in clause (B) after slib-clause (X) shall be 
inserted namely :— 

“(,\i) Jn addition to the other particulars which are 
required to be printed or written under these rules, 
the label of innermost container of the following 
categories of drugs and every other covering in 
which the container is packed shall bear a cons¬ 
picuous red vertical line on the left side running 
throughout the body of the label which should not 
he less than 1 mm in width and without disturbing 
the other conditions printed on the label under 
these rule9, namely :— 

Narcotic analgestics, hypnotics, sedatives, tranquilli- 
bers, corticosteroids, hormones, hypoglycemics, 
antimicrobials, anti epileptics, antidepressants, 
anticoagulants, antl-Cancer drugs aDd all other 
drugs falling under Schedules ‘G’, ‘H’ and ‘X’ 
whether covered or not in the above list : 


Provided that the provisions of this clause shall not apply 
to,— 

(a) preparations intended for animal treatment; 

(b) preparations intended for external use; 

(c) Ophthalmic preparations and ear drops, and 

(J) Sterile preparations such as sutures, surgical dressings 
and preparations intended for parenteral use,” 

[No. X. 11014/1 /88-DMS/PFA] 

B. S, LAMBA, Jt. Sccy 

NOTE.— I he Drugs and Cosmetics Rules, 1945 as amended 
upto 1-5-1979 is contained in the publication of 
the Ministry of Health and Family Welfare (Depart¬ 
ment of Health) containing the Drugs and Cosme¬ 
tics Act and the Rules) (PDGHS-61). Subse¬ 
quently the said rules have been amended by the 
following notifications published in Part 11, Section 
3, Sub-section (i) of the Gazette of India, namely :— 

1. G.S.R. 1241 dated 6-10-1979 

2. G.S.R, 1242 dated 6-10-1979 

3. G.S.R. 1243 dated 6-10-1969 

4. G.S.R. 1281 dated 12 10-1979 

5. G.S.R. 430 dated 19-04-1980 
G.S.R 779 dated 26 07-1980 

7. GS.R. 540(E) dated 22-09-1980 

8. G.S.R. 680-E), dated 5-12-1980 

9. G.S.R. 631(E), dated 5-12-1980 

10. G.S.R. 682(E). dated 5-12-1980 

11 . G.S.R. 27(E). dated 17-01-1981 


12, G.S.R. 478(E), dated 6-08-1981 
n G.S.R. 62(E), dated 5-02-19*2 
14. G.S.R. 462(E), dated 22-06-1982 
15 G.S.R. 510(E), dated 26-07-1982 

16. G.S.R. 13(E), dated 7-01-1983 

17. G.S.R. 318(E), dated 1-05-1984 

18. G.S.R. 331(E), daled 8-05-1984 
14 . G.S.R. 460(E), dted 20-6-1984 

20. G.S.R. 487(E), dated 2-07-19*4 

21. G.S.R. 89(E), dated 16-02-1985 

22. G.S.R. 788(E). dated 1CM0-1985 

23. G.S.R. 17(E), dated 7-0M9S6 

24. G.S.R. 104.9(E), dated 29-08-J 986 

25. G.S.R. 1060(E), dated 5-09-1986 

26. G.S.R. 1115(E), dated 30-09-1986 

27. G.S.R. 71(E), dated 30-01-1987 

28. G.S.R. 570(E), dated 42-B6J987 

29. G.S.R. 626(E), dated 2-07-1987 

30. G.S.R. 792(E), dated 17-09-1987 

31. G.S.R. 371(E), dated 24-03-1988 

32. G.S.R. 75(E), dated 2-06-1988 

33. G.S.R. 675(E), dated 2-06-1988 

34. G.S.R. 676(E), dated 2-06-1988 

35. G.S.R. 677(E), dated 2-06-1988 

36. G.S.R. 680(E), dated 6-06-1988 

37. G.S.R. 735(E), dated 24-06-1988 

38. G.S.R. 813(E), dated 27-07-1988 

39. G.S.R. 944(E), dated 21-09-1988 Corrigendum 

40. G.S.R. 43(E), dated 20-01-1989 Corrigendum 

41. G.S.R. 44(E) dated 20-01-1989 Corrigendum 

42. G.S.R, 100(E) dated 14-02-1989 Corrigendum 

43. G.S.R. 443(E) dated 12-04-1989 

44. G.S.R. 588(E) dated 2-06-1989 Corrigendum 

45. G.S.R. 691(E) dated 11-07-1989 

46. G.S.R. 7S4(E) ctated 28-08-1989 

47. G.S.R. 16(E) dated 10-1-1990 

48. G.S.R. 731(E) dated 23-8-1990 

49. G.S.R. 865(E) dated 25-10-1990 

50. G.S.R. 11(E) dated 7-1-1990 

51. G.S.R. 223(E) dated 19-4-1991 

52. G.S.R. 246(E), dated 1-05-1991 

53. G.S.R. 301(E) dated 7-6-1991 

54. G.S.R, 302(E) dated 7-6-1991 

55. G.S.R. 491(E) dated 25-7-1991 

56. G.S.R.495(E) dated 25-7-1991 

57. G.S.R. 532(E) dated 14-8-1991 

58. G.S.R, 626(E) dated 14-10-1991 

59. G.S.R. 668(E) dated 7-11-1991 

60. G.S.R. 730(E) dated 10-12-1990. 
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